March 23, 2010 VA Central IRB SOP 108

TITLE: VA Central IRB Convened Meeting Preparation
1.0 PURPOSE

This standard operating procedure sets forth the policies and procedures the VA Central
IRB administrative staff and VA Central IRB members follow when preparing for a
convened meeting of the VA Central IRB. It also provides a framework to ensure that
all VA Central IRB meetings are conducted in a professional manner and accurately
documented in compliance with VA and other requirements.

2.0 REVISION HISTORY

Date of Initial Approval | May 27, 2008

Revision Dates August 5, 2009
September 24, 2009
March 23, 2010

3.0 SCOPE

This Standard Operating Procedure applies to all VA Central IRB members and
administrative staff who are involved in the scheduling of meetings, preparation of the
agenda, communication with VA Central IRB members, distribution of project materials
for review, and the conduct and documentation of the VA Central IRB meetings.

4.0 POLICY

4.1 Itis the policy of the VA Central IRB that VA Central IRB members have
adequate time for performing a thorough assessment of each proposed project, and that
the documentation the members receive to perform the review is complete, accurate,
and comprehensive enough to allow for such an assessment.

4.2 Applications are not scheduled for review by the convened VA Central IRB
until the VA Central IRB Coordinator determines that the investigator provided all
necessary materials in accordance with VA Central IRB SOP 104 or that they will be
supplied by the investigator in sufficient time for members to review them.

4.3 All project documentation received from investigators and local sites is
considered confidential and stored in a secure manner with limited access. This
includes all project documentation generated by the VA Central IRB members as a
result of their review of projects. All electronic data are kept secure in accordance with
VA information security requirements, including the paper copies kept on file in the VA
Central IRB Administrative Office and databases, as well as all copies distributed or
forwarded electronically to VA Central IRB members for review.
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5.0 DEFINITIONS
See VA Central IRB SOP 128, Definitions Used in VA Central IRB SOPs.
6.0 RESPONSIBILITIES

6.1 Primary Reviewer - The Primary Reviewer is a voting member of the VA
Central IRB who has expertise in the area of the particular research project to be
reviewed and is assigned by one of the VA Central IRB Co-Chairs to perform an in-
depth review of a project, including the scientific methodology, in order to determine if
the project is scientifically and ethically sound. The Primary Reviewer documents the
results of his or her review on required checklists and leads the discussion of the project
at the convened VA Central IRB meeting, presenting any issues and making
recommendations regarding approval and/or modifications.

6.2 Secondary Reviewer - The Secondary Reviewer is a scientific voting
member of the VA Central IRB and is responsible for conducting an in-depth review of
an assigned project to determine if it is scientifically and ethically sound. The
Secondary Reviewer also documents the results of his or her review on the required
checklists and supplements the presentation and recommendations made by the
Primary Reviewer at the VA Central IRB meeting, making recommendations as deemed
necessary.

6.3 Informed Consent Reviewer - The Informed Consent Reviewer is a scientific
or non-scientific voting member of the VA Central IRB responsible for conducting an in-
depth review of the informed consent process, including the informed consent form; how
the informed consent is given and obtained; and the process of documenting the
informed consent for an assigned research project. The Informed Consent Reviewer
also determines if the informed consent process meets all VA and other requirements
for the participant population. The informed consent reviewer documents the results of
the review on the required checklist and presents them, along with any
recommendations regarding approval and/or modifications of the consent form and
overall process, at the convened meeting of the VA Central IRB. When possible, the
Informed Consent Reviewer remains the reviewer through out the study to include
continuing review or when amendments and changes are made to the Informed
Consent document.

6.4 Privacy Officer Representative — The Privacy Officer Representative is a non-
voting member who reviews all projects submitted to the VA Central IRB, focusing on
issues associated with the protection of participant privacy, to include review of any
submitted HIPAA authorizations and/or Requests for Waiver or Alteration of HIPAA
Authorization (VA Central IRB Form 103). The Privacy Officer Representative must
sign off on the required certification form for each project reviewed by the VA Central
IRB to ensure the project meets VA and other federal privacy and confidentiality
requirements.
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6.5 Information Security Officer (ISO) Representative — The ISO Representative
is a non-voting member who reviews all projects submitted to the IRB to ensure they
meet all VA information security requirements. The ISO must sign off on the required
certification that each new project reviewed by the VA Central IRB to ensure the project
meets VA requirements for information security.

6.6 All other VA Central IRB members who are not serving as a reviewer on a
project that is being reviewed at a convened meeting are responsible for reviewing the
project documents received in their agenda package and for being prepared to discuss
any questions or issues they may have with the research project and the informed
consent process during the convened meeting.

6.7 The VA Central IRB Co-Chairs are responsible for the following:

e Working with the VA Central IRB Administrator in assigning VA Central IRB voting
members as reviewers for specific research projects in accordance with the
member’s expertise as well as prior and current workload.

¢ ldentifying the need for ad hoc consultants.

Assisting in the scheduling of meetings and for designating the Co-Chair
responsible for overseeing the review of specific studies and signing the VA
Central IRB decision documents for those projects

e Performing, in conjunction with the designated reviewers, review functions for all
submitted actions for a project submitted or referred to the convened IRB for
review.

e Conducting the meeting in accordance with the agenda, ensuring that all studies
receive a thorough review and that all members have had the opportunity to voice
their opinions, while still ensuring that business is conducted in an efficient and
timely manner.

6.8 The VA Central IRB Coordinators are responsible for ensuring all project
documents and applicable checklists and certification forms have been completed and
that items for review are added appropriately to the agenda and the materials prepared
and uploaded to SharePoint and/or distributed to reviewers and other VA Central IRB
members in a timely and accurate manner. They also prepare the draft agenda tools for
their assigned projects.

6.9 The VA Central IRB Administrator is responsible for preparing the meeting
agenda, scheduling meetings at dates and times a quorum, to include one of the Co-
Chairs, is available, and for ensuring agenda packages are available to the all
members, to include both voting and non-voting members, in timely manner so they
have sufficient time to perform a thorough review of all materials. The VA Central IRB
Administrator also ensures that applicable training topics are included in the agenda or
training materials or documents distributed as needed.
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7.0 PROCEDURES

7.1 Meeting Chair. The two VA Central IRB Co-Chairs co-chair all meetings in
which both are in attendance, with one Co-Chair designated the Presiding Co-Chair for
the purpose of facilitating the meeting agenda and for reviewing and signing the
meeting minutes. The Co-Chairs will alternate the responsibility for serving as the Chair
for specific projects to be reviewed, or work out a system of project assignment
compatible with their individual knowledge and experience concerning the projects.
Each Co-Chair keeps the VA Central IRB Administrator informed concerning
His or her availability to conduct VA Central IRB business and promptly notifies the
other Co-Chair and the VA Central IRB Administrator if he or she cannot oversee the
conduct of a meeting or review of a project as scheduled. At least one of the Co-Chairs
must be in attendance in person or via audio or video conference, or the meeting will be
re-scheduled.

7.2 Scheduling of VA Central IRB Meetings and Member Attendance. Meetings
are scheduled to be held every month. A calendar of meeting dates is established at
least six months to a year in advance and published on the VA Central IRB website,
along with the associated project application deadlines.

7.2.1 In general, meetings are scheduled for the third or fourth Friday of the
month but the date and time may change based on the availability of the Co-Chairs and
members.

7.2.1.1 Additional meetings via audio and/or video conference may
also be scheduled as needed between the scheduled monthly meetings to take action
on time sensitive issues.

7.2.1.2 If no actions are pending review, a regularly scheduled
meeting may be cancelled. If only a few actions are pending that do not merit the time
and expense of an in-person meeting, a meeting can be convened via audio or video
teleconferencing as long as quorum requirements are maintained, all members
attending the meeting had sufficient time to review all materials to be reviewed, and all
members are able to be heard and actively participate.

7.2.2 The VA Central IRB administrative staff sends out a notice to all
members approximately three weeks prior to the scheduled meeting date to remind
members to inform the VA Central IRB Administrative Office of their availability to attend
the next regularly scheduled meeting. Further information concerning the submission of
travel cost estimates by the members, the provision of travel authorizations, making
hotel reservations, and submitting expense reports for travel to and from the meetings
can be found in VA Central IRB Administrative SOP 200, VA Central IRB Meeting
Logistics.

7.2.2.1 Members who cannot attend a scheduled meeting must
notify the VA Central IRB Administrative Office as far in advance as possible so the VA
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Central IRB Administrator can ascertain whether a meeting that complies with
regulatory requirements for a quorum will be met for that meeting.

7.2.2.2 The VA Central IRB Administrator makes every effort to
obtain a quorum for a scheduled meeting date by contacting all available members,
assisting them in making audio and video conferencing arrangements as necessary,
and advising on travel arrangements if required. If a quorum cannot be attained, the
meeting will be rescheduled as soon as possible.

7.3 Assignment of Reviewers. Upon receipt of a submitted new project
application, the VA Central IRB Administrator, in consultation with at least one of the
Co-Chairs, assigns Primary and Secondary reviewers.

7.3.1 The VA Central IRB Administrator keeps a list of all voting members’
areas of expertise and works with a Co-Chair to assign voting members to be Primary
and Secondary Reviewers, to each new project scheduled to be reviewed at a
convened IRB meeting. Assignments are based on the reviewer’s scientific or scholarly
expertise in relation to each project. The number of reviews aiready conducted by each
voting member is also taken into consideration if more than one member has the
required expertise in order to facilitate a balanced workload among the members.

7.3.2 Assigned reviewers are contacted as to their availability to perform
the designated review and whether they may have any potential conflicts of interest. If
they are not available or have a potential conflict, another reviewer is assigned.

7.3.3 Once Primary and Secondary reviewers are assigned and confirmed
for a new project, they may continue to perform review functions for all submitted
actions for that project to include continuing reviews, requests for amendments or
modifications, and review of serious adverse events and unanticipated problems
involving risks to participants or others, as well as protocol deviations, that are referred
for convened IRB review.

7.3.3.1 When situations arise where a Reviewer cannot perform a
review on a certain action, such as if the Reviewer resigns from the VA Central IRB; the
Reviewer’s appointment term expires and is not renewed; or the member is unable to
perform the review due to workload or other commitments, one of the Co-Chairs
appoints another voting member to be the Reviewer or one of the Co-Chairs will
assume the Reviewer’s role for ongoing projects.

7.3.3.2 If the Primary Reviewer cannot be in attendance but can
perform the review, he or she can submit comments in writing to the VA Central IRB in
advance of the meeting for consideration. The Secondary Reviewer can brief the VA
Central IRB on the Primary Reviewer comments and provide additional comments as
applicable.
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7.3.4 |If it is determined that an ad hoc consultant is needed, the Presiding
Co-Chair for that project consults with the VA Central IRB Administrator and the
Director, PRIDE, as needed, on recruiting a suitable candidate who can perform the
review in time for the scheduled meeting. A Primary Reviewer, Secondary Reviewer,
and an Informed Consent Reviewer, if applicable, will still be appointed from the voting
VA Central IRB membership.

7.3.4.1 Ad hoc consultants submit a written report of their findings by
completing the applicable VA Central IRB Reviewer Checklist. The checklist can be
supplemented by an additional written report if desired by the ad hoc consultant. The
completed checklist and/or written comments is made available or distributed to the VA
Central IRB members prior to the scheduled meeting.

7.3.4.2 If the Presiding Co-Chair requests review of only a certain
portion or part of the project, the ad hoc consultant does not complete the reviewer
checklist but submits a written report addressing only the assigned issues. These
comments will be distributed as indicated in paragraph 7.3.4.1.

7.3.4.3 At the discretion of the Presiding Co-Chair, the ad hoc
consultant may attend the meeting to present his or her findings and answer any
questions but will not cast a vote.

7.3.5 The VA Central IRB Administrator also assigns an Informed Consent
Reviewer at the same time as the Primary and Secondary Reviewers are assigned if
applicable. An Informed Consent Reviewer is assigned if the project involves obtaining
informed consent from a participant, even if there is a request for waiver of
documentation of informed consent. An Informed Consent Reviewer will not be
assigned if there is a request for waiver of informed consent. Any voting member of the
VA Central IRB may serve in this capacity. The VA Central IRB Administrator will
assign a non-scientist for this review, if practical, but may also assign a scientific
member in an effort to ensure that the workload of the various members is as balanced
as possible.

7.4 Agenda Preparation. The VA Central IRB Administrator prepares a draft
agenda for each convened meeting as follows:

7.4.1 The agenda is constructed following the order of business in the
meeting template sample found in VA Central IRB SOP 115, Preparation and
Distribution of VA Central IRB Meeting Minutes.

7.4.2 The VA Central IRB Administrator ensures that all projects that were
approved under the expedited review process since the previous meeting, as well as all
projects that were exempted from review, are also listed on the agenda or referenced
on the main agenda and a detailed listing attached. In addition, other actions that were
reviewed using expedited procedures, such as review of minor amendments, protocol
deviations, approval of Local Site Investigator Applications, review of minor
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modifications or local site comments, and reports of serious adverse events or
unanticipated problems involving risks to subjects or others, will also be listed. At a
minimum, the agenda or agenda attachment will contain the following minimum
information for each expedited review action or exemption approved:

* Name of each project, to include VA Central IRB number and ORD funding
service number project number if applicable

* Name of Principal Investigator/Study Chair or Local Site Investigator as
applicable

* Type of action that was approved, i.e., continuing review, new project or a minor
modification to previously approved research

* Date of approval
* Exemption or expedited review category for new studies

7.4.3 At a minimum, the agenda will contain the following information for
each project action to be reviewed at the convened meeting:

* Name of each project, to include VA Central IRB number and ORD funding
service number if applicable

* Name of Principal Investigator/Study Chair

* local Site Investigator and Site for reviews of Local Site Investigator Applications
or other local site actions

* Names of Reviewers
* Type of action to be reviewed

7.4.4 The VA Central IRB Administrator will tentatively allot an amount of
time to each item listed on the agenda based on the type of action being reviewed. If
there are too many items that have been submitted for review to fit into a regular
meeting agenda in the time allowed, the VA Central IRB Administrator will consult the
VA Central IRB Co-Chairs and schedule an additional meeting by phone or video
conference that will take place approximately five working days or more after the
regularly scheduled convened meeting. Separate agendas will then be drafted for each
meeting. ltems that require review by the convened Board, but that are not as complex
as others, are moved to the additional meeting agenda as much as possible to make
room on the regular meeting agenda for sufficient discussion of any complex issues.

7.4.5 The VA Central IRB Administrator will also include educational items
on the agenda for the VA Central IRB members as needed and time permits.
Educational materials will be included in the agenda packages made available to
members.

7.5 Reviewer Checklists. The VA Central IRB Coordinator for each project
pending review prepares applicable reviewer checklists for completion by all reviewers
assigned to a project. The VA Central IRB Coordinators fill in the first section of each
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checklist identifying the project, investigator, and the reviewer assignment. These
checklists are included in the agenda package or a separate study package and
forwarded to the reviewers as soon as the reviewer assignments are made. This can
be done through the use of SharePoint or encrypted e-mail.

7.5.1 For new projects to be reviewed by the convened VA Central IRB,
the following is required:

7.5.1.1 Both the Primary and Secondary Reviewers are required to
complete the VA Central IRB Form 111a, Reviewer Checklist for PI/SC New Project
Application (Attachment 1), and/or the VA Central IRB Form 111b, Reviewer Checklist
for Local Site Investigator Applications (Attachment 2) as applicable for the particular
review being performed.

7.5.1.2 For Principal Investigator/Study Chair New Project
Applications to be reviewed by the convened IRB that involve obtaining informed
consent, the Informed Consent Reviewer is required to complete a VA Central IRB
Form 113, Reviewer Checklist for Informed Consent (Attachment 3). The Primary and
Secondary Reviewers also receive a copy of VA Central IRB Form 113 to complete, if
applicable, for the project to be reviewed.

7.5.1.3 For the review of comments submitted by local sites
representatives in response to the VA Central IRB’s initial review of a PI/SC New
Project Application, the VA Central IRB Coordinator compiles all the comments and
highlights specific comments that require review by the convened IRB. Other
comments that do not require review by the convened IRB, such as routine
administrative questions, are answered by the assigned VA Central IRB Coordinator
and copies of the responses provided to the VA Central IRB for informational purposes
or further action if required by the convened IRB.

7.5.2 For review of new Local Site Investigator Applications, the VA Central
IRB Form 113 does not have to be completed. The VA Central IRB Coordinator for that
project completes a comparison table of the informed consent document, and other
documents if applicable, such as the HIPAA authorization and recruitment materials,
against the approved model documents to determine if there are any changes not
reported by the investigator. These comparison results are included as part of the
agenda package for the convened meeting.

7.5.3 For requests for continuing review, the Primary reviewer for that
project is required to complete the VA Central IRB Form 114a, Continuing Review
Checklist for Local Site Investigator Applications (Attachment 4) and the VA Central IRB
Form 114b, Reviewer Checklist for Continuing Review (PI/SC Application) (Attachment
5).

7.5.3.1 If the workload for a particular project is significant, such as
if a project has a large number of Local Site Investigator Applications for review, the
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Primary Reviewer can request that the Secondary Reviewer assist in the review. The
Secondary Reviewer would then consult with the Primary Reviewer regarding the
review of the Pl Application and complete checklists for those sites assigned to the
Secondary Reviewer for review.

7.5.3.2 The VA Central IRB Coordinator for that project also
completes a comparison of the informed consent document and other documents, if
applicable, against the currently approved documents to determine if there are any
changes not reported by the investigator. These results are included as part of the
agenda package for the convened meeting, as well as a listing of the documents being
provided for review.

7.5.4 For requests to amend an already approved project, only the Primary
Reviewer is required to complete the VA Central IRB Form 120, Reviewer Checklist for
Amendments (Attachment 6).

7.5.4.1 If the amendment involves only minor changes to an
informed consent document, the Primary Reviewer and Informed Consent Reviewer do
not need to complete a VA Central IRB Form 113, Reviewer Checklist for Informed
Consent. If there is a substantive change to the informed consent document or process
affecting one or more of the basic or additional required elements of informed consent,
the VA Central IRB Form 113 must then be completed by both the Primary and
Informed Consent Reviewers.

7.5.4.2 If an amendment is submitted as part of a continuing review
report, a separate VA Central IRB Form 120 does not need to be completed by the
reviewer for the amendment.

7.5.5 If an assigned reviewer realizes that he or she has a conflict of
interest with an assigned project after receiving the checklist and project documents, the
reviewer immediately notifies the VA Central IRB Coordinator and returns the reviewer
checklist indicating that there is a conflict. The VA Central IRB Coordinator consults if
necessary with the VA Central IRB Administrator regarding assignment of another
reviewer and the Administrator updates the meeting agenda accordingly.

7.6 Preparation of Certification Forms. Both the Information Security Officer
(ISO) Representative and the Privacy Officer Representative on the VA Central IRB
must be provided a certification form for all new projects to be reviewed to document
that they have reviewed the project and that it conforms to all VA information security
and privacy requirements as applicable.

7.6.1 Each VA Central IRB Coordinator prepares a VA Central IRB Form
122, Information Security Officer (ISO) Compliance Review (Attachment 7) and a VA
Central IRB Form 123, Privacy Officer Compliance Review (Attachment 8) for all new
projects listed on the meeting agenda and includes them in the meeting agenda
packages of the applicable representatives.
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7.6.2 Upon receipt of the agenda package, each representative completes
these forms as applicable. The representative can certify that all requirements are met
or they can indicate on the form that his or her review is only an interim review. They
can then provide comments that must be addressed by the investigator before providing
a final certification. The certification forms and comments are then returned to the VA
Central IRB Coordinator who makes them available to the VA Central IRB members at
the convened meeting and/or uploads them into the SharePoint meeting site. The
representatives may also turn them in at the VA Central IRB meeting if the
representatives are present and available to brief the members on any issues identified.

7.7 Distribution of Project Materials. Approximately two weeks prior to a
scheduled meeting, the agenda materials are made available on the secure SharePoint
VA Central IRB site or sent via encrypted e-mail, fax, or express courier to all VA
Central IRB members who indicated they could attend the meeting, either in person or
via audio or video teleconferencing. A summary of the types of materials to be
distributed can be found at attachment 9. Agenda packages will be prepared and
distributed in accordance with VA Central IRB Administrative SOP 200.

7.7.1 For initial and/or re-review of new projects, all VA Central IRB
members are provided access to the full project application package with the exception
of any training certificates that may have been submitted. The review comments from
local sites are also available if applicable. Reviewers also receive access to all
applicable checklists and reviewer forms.

7.7.2 For requests for continuing review, materials are distributed and/or
made available on the SharePoint meeting folder for the applicable month as follows:

7.7.2.1 The following materials are provided to all members:

e The continuing review report forms from both the PI/SC and each of the Local
Site Investigators, and any associated forms or reports, such as local audit
reports or DSMB/DMC reports.

e The comparison tables developed by the VA Central IRB Coordinator for the
local site documents that are based on approved PI/SC model documents and
currently approved local documents.

e The current approved model informed consent document and model HIPAA
authorization if applicable.

e The currently approved PI/SC New Project Application

7.7.2.2 The Primary and Secondary Reviewers are provided access
to all of the above documents, the applicable continuing review checklists, and a copy of
the entire approved project file, to include the protocol or grant application. All current
approved Local Site Investigator Applications will also be made available. These
documents will be uploaded in a designed Reviewer subfolder under the SharePoint
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meeting folder. Other members may also access this folder if they wish to view these
documents.

7.7.3 For review of amendments to previously approved research that are
being reviewed at a convened meeting, whether in conjunction with a continuing review
report or as a separate action, materials are distributed and/or made available as
follows:

7.7.3.1 All VA Central IRB members have access to copies of all
modified documents, as well as the originals of those documents for comparison.
Documents with tracked changes may also be available.

7.7.3.2 For review of new Local Site Investigator applications the
following materials are available:

e VA Central IRB Form 104, Local Site Investigator Application and all associated
documents submitted with the package.

e Comparison table to the PI/SC Application as prepared by the VA Central IRB
Coordinator
Copy of approved VA Central IRB 108, PI/SC New Project Application.
A copy of the specific model documents when the local documents differ other
than local site contact information

7.7.4 For review of other actions such as serious adverse events or
unanticipated problems involving risks to subjects or others; protocol deviations and
violations; and complaints and/or reports of noncompliance, guidance for document
distribution can be found in the applicable SOPs covering these issues.

7.8 Receipt of Agenda Packages by Members and Review of Materials. Prior to
beginning review of their materials, each member should review the handout, “Member
Pre-Meeting Protocol Review Instructions,” (Attachment 10) which is included in the
agenda package.

7.8.1 Upon receipt of the agenda packages, each member is expected to
check the documents received against the meeting agenda to ensure that all are
present. If documents are missing, members should immediately contact the VA
Central IRB Administrator.

7.8.2 The names of the Primary or Secondary reviewers are not shared with
investigators by the VA Central IRB administrative staff or other members unless a
reviewer agrees that his or her name can be released or the Reviewer releases his or
her own name.

7.8.3 Upon review of their assigned projects, reviewers may contact

investigators directly concerning any questions or to request additional information or
clarification.
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7.8.3.1 If the reviewers elect to do this, they must notify the VA
Central IRB Coordinator for that project and provide a copy of any written request (e-
mail, letter, and fax) or a written summary of any phone conversation. If the VA Central
IRB Coordinator is not copied on the written investigator response, the reviewer must
provide a copy to the Coordinator or upload it under the SharePoint Reviewer subfolder.
This documentation will be included in the project file by the VA Central IRB
Coordinator.

7.8.3.2 If reviewers do not wish to contact the investigator directly,
they can forward a list of questions to the VA Central IRB Coordinator, who then
contacts the investigator for a response.

7.8.4 Once the response is received from the investigator, the VA Central
IRB Coordinator ensures the reviewers receive copies, if applicable, and that a copy is
provided to all VA Central IRB members who will be attending the meeting. The copies
will be provided either at the convened meeting or prior to the meeting via fax, express
delivery, encrypted e-mail, or the documents will be uploaded into the SharePoint
meeting folder. A copy is also filed in the project folder.

7.8.5 Upon completion of their review, all reviewers provide a copy of the
completed reviewer checklists to the VA Central IRB Coordinator. This can be done
prior to or after the convened meeting.

7.9 Preparation of Agenda Tools. Each VA Central IRB Coordinator will prepare
an agenda tool for each assigned project. This tool contains all required determinations
that must be made by the convened VA Central IRB for each project and serves as an
aide for documenting the VA Central IRB’s determinations and requested modifications.
A sample of the agenda tool can be found at Attachment 11.

8.0 REFERENCES
8.1 38 CFR 16, Department of Veterans Affairs, Protection of Human Subjects

8.2 VHA Handbook 1200.05, Requirements for the Protection of Human Subjects
in Research

8.3 45 CFR 46, Department of Health and Human Services, Protection of Human
Subjects

8.4 21 CFR 56, U.S. Food and Drug Administration, Institutional Review Boards

8.5 VHA Directive 2007-040, Appointment of Information Security Officer (ISO)
and Privacy Officer to the Institutional Review Board (IRB) or the Research and
Development (R&D) Committee
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11 Attachments

1. VA Central IRB Form 111a, Reviewer Checklist for Pl New Project Application
2. VA Central IRB Form 111b, Reviewer Checklist for Local Site Investigator

Applications

3. VA Central IRB Form 114a, Reviewer Checklist for Continuing Review (PI/SC
Application)

4. VA Central IRB Form 114b, Continuing Review Checklist for Local Site Investigator
Applications

5. VA Central IRB Form 113, Reviewer Checklist for Informed Consent

6. VA Central IRB Form 120, Reviewer Checklist for Amendments

7. VA Central IRB Form 122, Information Security Officer Compliance Review

8. VA Central IRB Form 123, Privacy Officer Compliance Review

9. VA Central IRB Project Review Action Package Contents

10. Member Pre-Meeting Project Review Instructions
11. Sample Project Agenda Tool

| have reviewed and approved the contents of this SOP.

K. Lynn Cates, MD Date: 6‘/2/20/0
Director, PRIDE
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Reviewer Checklist for PI/SC

New Project Application

Project and Reviewer Identification

VAIRB

VA Institutional Review Board for Multisite Studles

(7o be completed by VA Central IRB Coordinator)

VA Central IRB Number

Title of Project

Type of Review [:I Expedited |_—_| Full Board

Principal
Investigator/Study Chair

Reviewer

Review Assignment

D Primary l:l Secondary [:| Ad Hoc

Go to Section 14 and check the applicable box.

If the assigned reviewer has a Conflict of Interest, do not proceed.

Section 1: Principal Investigator General Information

YES | NO | N/A

Does the Principal Investigator appear to have adequate expertise to
conduct the project as described?

Has the Principal Investigator certified that the VA required training for all
study team members is up-to-date?

Based on the Principal Investigator’s current research activities, does the
Principal Investigator appear to have sufficient time and resources to
oversee this project?

If the Principal Investigator or any of the other study team members has a
conflict of interest, is there an adequate plan to eliminate it or manage it
appropriately?

If there are Co-Principal Investigators, are the applicable VA Central IRB
Forms 108a included in the package and does the Co-Investigators meet
all of the above requirements?

Are there any state and local laws that have been identified which conflict
with federal or VA requirements or which need to be considered prior to
making an approval decision?

Oo|o(ogo|o|oiad
O|oro|g(oia
o | o|o|0|0ood

Comments:

Section 2: Project Overview

The Reviewer may also attach a separate summary of the project that is used YES | NO N/A
to brief Board members during a convened meeting.
1. Is the non-technical project summary written in terms a lay person could O O 0
understand?
2. Is the purpose of the project clearly and concisely stated? O | |
3. s adequate justification provided to conduct the project? O O O
4. Is the project design scientifically sound? O O O
5. Whenever possible, does the project utilize procedures that minimize risk O 0 ]
to research participants?
VA Central IRB Form 111a Page 1 of 10
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6. Wil observations and measurements be made during the project and are
they clearly defined?

7. Ifthe project involves the use of questionnaires, survey instruments, or
telephone scripts, are any concerns with the contents of those tools
adequately addressed?

8. Ifthe project uses such methods as control groups, placebo, or
deception, is their use adequately justified?

9. Isthere an adequate summary of the methods of statistical analysis?

10. lIs there a clear identification of which procedures are standard of care
versus being done solely for research purposes?

11. Does the project plan include adequate follow-up care?

12. If a participant withdraws for any reason, will the participant have
appropriate follow-up care?

13. Is the overall project design in the protocol consistent with the information
provided by the Principal Investigator on the VA Central IRB Form 108,
Principal Investigator New Project Application?

O o |ojojoo|io| oo
Ol O (ojgjg|igojo O |0
oo |ojojojojo| 0o o

14. Is the overall project design adequate to achieve the project objectives?

Comments:

Section 3: Potential Risk/Benefits Analysis

YES | NO | N/A

1. Are all the potential risks stated clearly (e.g., physical, psychological, 0 0 0
financial, social, or legal?)

2. Are risks minimized by making use of procedures already being performed
on the participants for diagnostic or treatment purposes or by using 0 0 0
procedures which are consistent with sound research design and which do
not unnecessarily expose subjects to risk?

3. Arerisks reasonable in relation to anticipated benefits, if any, and the
importance of the knowledge that might reasonably be expected to be O ] O
gained from completion of the project?

4. If the project involves more than minimal risk, does the project include a

data safety monitoring plan? O O O

5. Ifthe project does involve a data safety monitoring plan, is it adequate to 0 0 0
ensure the safety of the participants?

6. Has the Principal Investigator included an adequate, detailed plan
concerning how information and communication will be managed among
participating sites for such things as project modifications, interim results, O O O
adverse events and unanticipated problems, and if applicable, data safety
monitoring?

7. Does the participant's medical record need to be flagged to protect the 0 0 0
participant's safety?

8. Does the level of risk require continuing reviews that are more frequent
than annually? If so, please indicate recommended level below. 0 0 0
Recommended Frequency:

9. What s the risk level of the project?
] Minimal Risk [C] Greater than Minimal Risk
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10. What are the potential benefits to the participants?

] Direct [(Dindirect  [Both ["INone

Comments:

Section 4: Human Participant Information

YES | NO | NA
1. Is the number of participants to be enrolled and the duration of their 0 0 ]
participation appropriate for the purposes of the research?
2. If non-Veterans are included as part of the target population, is their 0 0 ]
inclusion justified?
3. s the selection of human participants equitable? | d O
Is the population targeted appropriate for the proposed research? O O O
5. Is there a vulnerable or other special population involved in the research? 0 0 ]
If yes, the following additional questions must be answered.
a. Has the use of the vuinerable population or other special population 0 0 ]
been adequately justified?
b. Is the appropriate VA Central IRB Form 110, Vulnerabie Population 0 O ]
Supplement, included as part of the application if applicable?
c. Are the additional safeguards in the project sufficient to ensure the 0 O 0
participants are adequately protected?
d. Is there an adequate plan to protect the participants from undue 0 0 0
influence or coercion?
6. Is there an adequate plan to protect the privacy interests of the 0 0 0
participants?
7. Does the use of human participants in the research have scientific
relevance and embody the principles of the Belmont Report (Justice, O O O
Respect for Persons, and Beneficence?

Comments:

Section 5: Informed Consent

YES | NO | NA
1. Willinformed consent be sought from each prospective participant? If no, 0 0 ]
skip to question § in this section.
2. Does the model informed consent provided by the Principal Investigator
contain all required elements and any additional elements based on the 0 0 ]
type of project being submitted? See note at end of this section.
3. Is consent from a Legally Authorized Representative (LAR) being sought? 0 0 ]
If yes, the following additional questions must be answered.
a. Is consent being obtained from a health care agent appointed by the
participant in a legal document, a court-appointed guardian, or the O d O
next-of-kin per applicable state law?
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b. Will an appropriate medical evaluation be made by the practitioner, in
consultation with the Chief of Service or Chief of Staff, that the
prospective research participant lacks decision-making capacity and 0 0 ]
is unlikely to regain it within a reasonable period of time and will this
be documented in the medical record in a signed and dated progress
note?
c. When the determination that a prospective research participant lacks
decision making capacity is based on a diagnosis of mental iliness, 0 0 0
will a consultation with a psychiatrist or licensed psychologist be
obtained?
d. Wil all disclosures that are required to be made to the participant, be 0 O ]
made to the participant’s LAR?
e. For minors and/or participants with impaired decision making capacity, 0 0 O]
is an assent process included if appropriate?
f. Are there provisions to give the LAR a description of the proposed 0 0 0
research?
g. Is the LAR told that their obiigation is to determine what the participant
would do if the participant was competent, or if the participant's 0 O 0
wishes cannot be determined, what the LAR thinks is in the best
interests of the participant?
4. Does the Principal Investigator have an adequate plan for training Local O O 0
Site Investigators on informed consent procedures?
5. Ifinformed consent is not being sought, is there a VA Central IRB Form
112a, Request for Waiver or Alteration of the Informed Consent Process, | O 'l
included with the application and adequate justification provided ?
6. If awaiver of informed consent is being sought for recruitment purposes
only, is there a VA Central IRB Form 112a, Request for Waiver or 0 0 0
Alteration of the Informed Consent Process inciuded with the application
and adequate justification provided?
7. If a request for waiver of documentation of informed consent is being
requested is VA Central IRB Form 112b, Request for Waiver of 0 0 ]
Documentation of informed Consent, included with the project application
and is adequate justification provided based on the project parameters?
Comments:

Note: The reviewer must also complete VA Central IRB Form 113, Informed Consent Reviewer
Checklist, and attach it to this checklist to complete this section. The reviewer will not be
expected to present the model consent form at the meeting but should be prepared to supplement
the Informed Consent Reviewer’s comments as appropriate.

Section 6: HIPAA Authorization for Project Participants

The Privacy Officer Representative of the Board will also review the study to
determine compliance with HIPAA.

YES

NO

N/A

1.

Is a HIPAA authorization required and included as part of the application
package and does it conform to the protocol and the informed consent
document?

If a waiver of HIPAA authorization is being requested, is VA Central IRB

form 103 included in the application and does the waiver request meet all

the required waiver approval requirements as detailed on the form?
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Page 4 0of 10

Reviewer Checklist for PI New Project Application
March 24, 2010




Section 7: Participant Recruitment Information

YES

NO

N/A

Is a standard recruitment strategy clearly indicated by the investigator and
is it appropriate for the targeted populations?

O

O

O

Are copies of model recruitment materials (e.g., include telephone scripts,
ads, brochures, letters, etc.) that are to be used for recruitment provided?
If yes, the following additional questions must be answered. If no
model recruitment materials are going to be used, skip to Section 8.

Are the provided model recruitment materials an appropriate means of
communication for the populations to be recruited?

Do recruitment and/or advertising materials clearly state that the project
involves research and if using an investigational product, do the
advertisements clearly state that the product is investigational?

Is the condition under study or the purpose of the research clearly stated?

Is time or other commitments that will be required of potential participants
clearly indicated, as well as the location where the research will take
place?

Is a brief list of procedures to be performed included?

Is a clear summary of inclusion/exclusion criteria provided?

Are points of contact for further information about the project prominently
displayed (e.g., name, address, and phone number of the Principal
Investigator or space for local site project personnel contact information to
be displayed?)

(N O I A O

o (O0jg] o0 o(gl O

o |Ooo| oo oo d

10.

Are the recruitment materials free of any unfounded claims, to include any
claims of “free” treatment; exculpatory language, or unjustifiable
suggested benefits for project participation?

11.

Do the recruitment materials contain contact information for the veteran to
verify that the study is a valid VA study?

12.

If payment is being provided, is the information provided regarding the
payment and the amount not overemphasized?

13.

If the study includes an FDA-regulated product, are the advertisements
consistent with the product labeling?

O|o(o| O

Oo(o|o| .

oio(o| o

Comments:

Section 8: Payments to Participants

YES

N/A

Will participants be paid for their participation? i yes, the following
additional questions must be answered. If no, skip to section 9.

Is the payment reasonable, commensurate with the subject’s participation,
and not coercive in nature in relation to the amount, method, and timing of
the payment?

Is the payment strategy clearly indicated by the investigator?

Is the payment pro-rated as the study progresses and is any “bonus: or
completion payment not so large as to unduly influence the participant to
stay in the study until completion?

O gy oo

O (o oo

O (o O 0d

5.

Is the payment strategy appropriate for the population being targeted?

O

O

O
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6. If the study is intended to enhance the diagnosis or treatment of the
medical condition for which the participant is being treated, does the
investigator provide information, does the investigator provide information | Ij |
that it is standard of practice in non-VA institutions to provide such
payment?
7. [ftransportation costs are being reimbursed, are these costs incurred 0 0 ]
outside the participant’s normal course of treatment?
Comments:
Section 9: Biological Specimens
YES | NO | N/A
1.  Will biological specimens be collected as part of this project? Iif yes, the 0 0 0
following questions must be answered. If no, skip to section 10.
2. Are any specimens collected going to be “banked” for future research 0 ] ]
purposes
3. s the investigator applying to a tissue bank for use of tissues? O L—__] O
4. Are the specimens to be stored only in VA-sponsored (under VA
ownership and control) or VA-approved (approved by the Chief, Research | [] | |
and Development Officer) tissue banks?
5. Ifthe investigator is banking the specimens, is there a plan for keeping a
copy of the original consent under which each specimen was collected, a 0 0 0
record of the use of the specimens, and a listing of all the projects under
which the specimens will be used?
6. If specimens are to be analyzed at a non-VA institution, is there a written
understanding between the VA investigator and the non-VA institution that 0 O 0
specifies the analysis/use as defined in the project and that any remaining
quantities are returned to the VA or destroyed in a certified manner?
7. If data generated from the specimens is linked with the clinical data by 0 0 0
code, is the linkage only performed by VA investigators within the VA?
8. If datais not coded or linked, is only the information to be shared devoid 0 0 ]
of any unique identifiers?
9. Ifthe specimens are to be de-identified, are these procedures adequate
to ensure participant anonymity and are they in accordance with HIPAA O O I
and the Common Rule?
10. Is the investigator taking sufficient and appropriate measures to minimize 0 0 0
the potential harm from breaches of confidentiality and privacy?
11. Is there an adequate plan for destruction of the specimens? | [ O
Comments:
Section 10: Privacy and Confidentiality
YES | NO | NA
1. Does the investigator adequately explain how the project team will access 0 ] 0
information from or about the participants?
2. Does the investigator adequately explain how the participant’s identifiable 0 O 0
private information will be handled, stored and disseminated?
3. Are there adequate provisions to protect the privacy of the participants? O | |
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Are there adequate provisions to maintain the confidentiality of the

identifiable data? O O] ]
5. In the project design for the recruitment process, will the researcher make
initial contact with participants in person or by letter prior to any telephone | [] O O
contact and then refer to those prior contacts when telephoning?
6. Does the investigator have a Certificate of Confidentiality or is the 0 0 0
investigator in the process of applying for one?
7. If aninvestigator does not have a Certificate of Confidentiality, should the O O O
investigator apply for one?
8. Wil names, addresses, and social security numbers (real or scrambled)
be replaced with a code and will documentation of the procedure by which ] ] O
the data was coded remain within the VA only?
9. Is who has access to the code and who holds the code clearly spelied out 0 0 [
in the project?
10. Is there an appropriate plan for project closure and the retention of the 0 0 0
project files and data for at least five years
11. Is there a plan for the ultimate destruction of the identifiable data O O ]
12. Does the investigator provide sufficient information regarding the project's O 0 0
compliance with VA information security policies?
Comments:
Section 11: FDA-Regulated and Other Products
YES | NO | NA
1. Are FDA-regulated drugs or devices used in this project? If yes, the
following additional questions must be answered. If no, skip to | | |
section 12.
2. Is the source of the drug or device clearly stated? ] O ]
3. Has a copy of an FDA letter been received stating wither receipt of the 0 0 0
IND application or approval of an IDE application?
4. If an IND/IDE number is provided, does it match the project or 0 0 0
correspondence supplied in the rest of the project materials?
5. Is the name of the IND or IDE holder specified? | | O
6. If the investigator is claiming an IND or IDE exemption, does the project
comply with the requirements at 21 CFR 312.2(b) for drug exemptions O | O
and 21 CFR 812.2(c) for device exemptions)?
7. If an investigational brochure has been provided, do the risks described
in the informed consent document adequately reflect the risks described d | ]
in the brochure?
8. Is the plan for drug or device accountability adequate? | ] |
9. For investigational drugs, if a model VA Form 10-9012, Investigational
Drug Information Record is provided, is it consistent with the informed | | |
consent document?
10. [fthis is a non-significant risk device study, is there an explanation 0 0 O
stating why the device is not a significant risk device and is it accurate?
Comments:
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Section 12: Local Site Investigator and Local Participating Site Information

YES | NO | N/A
Does the number and mix of local sites identified by the Principal Investigator 0 0 0
seem adequate and appropriate for the recruitment of the required populations?
Comments:
Section 13: Criteria for Approval of Research
All of the following must be checked “Yes” or N/A if applicable, in order to YEs |NO | N/A
recommend approval or approval with minor modifications.
1. Are the risks to the subjects minimized by:
(1) Using procedures which are consistent with sound research design
and which do not unnecessarily expose subjects to risk | |
(2) Using procedures already being performed on the subjects for 0 O
diagnostic or treatment purposes whenever appropriate.
2. Are the risks to subjects reasonable in relation to anticipated benefits, if
any, to subjects, and the importance of the knowledge that may O O
reasonably be expected to resuit.
Is the selection of subjects equitable? ] ]
4. Will informed consent be sought from each prospective subject or the
subject’s legally authorized representative, in accordance with and to the | |
extent required by 38 CFR 16.1167?
5. Will informed consent be appropriately documented, in accordance with ] O
and to the extent required by 38 CFR 16.117?
6. When appropriate, does the research plan make adequate provision for O O
monitoring the data collected to ensure the safety of subjects?
7. When appropriate, are there adequate provisions to protect the privacy O] O ]
of subjects and to maintain the confidentiality of data?
8. When some or all of the subjects are likely to be vuinerable to coercion
or undue influence, such as children, prisoners, pregnant women,
mentally disabled persons, or economically or educationally ] | O
disadvantaged persons, are additional safeguards included in the study
to protect the rights and welfare of these subjects?
9. Have all real or potential conflicts of interest been managed, reduced, or 0
eliminated?
10. Have the investigators listed on the PI Application met all required
educational requirements for the protection of human subjects and are ]
they qualified to conduct the research?
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Section 14: Reviewer Recommendation

The reviewer must check one of the boxes below and return a copy to the VA Central IRB
Administrative Office prior to the scheduled meeting at which the project will be reviewed or turn
in a copy at the meeting.

| I have a conflict of interest and am returning this checklist without review.
D I recommend approval of this project. Any comments below are suggestions only.

I recommend approval of this project pending minor modifications as stated below or
[ attached.

This project can only be approved after major modifications have been made as stated in
0 below or attached and the project is reviewed again at a full meeting of the IRB to ensure all
required modifications are satisfactory. (To be used only if project is going to be

reviewed by convened Board).

| | do not recommend approval of the project for the reasons indicated in Section 14. (To be
used only if project is going to be reviewed by the convened Board.)

0 Deferred for review by the convened IRB. (To be used only in the expedited review
process — Please specify deferral reason below.)

Do participant medical records need to be flagged to protect the safety and welfare of the
participant?

[JYes [ No

Requested Modifications or Deferral Reasons as applicable: (May be continued on a sep arate
piece of paper)

Reviewer Signature Date
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This section is for use during the Expedited Review Process only.

Section 15: VA Central IRB Co-Chair Final Approval

The VA Central IRB Co-Chair makes one of the following final approval decisions:

L]

Approved Awaiting Local Context Reviews. (For use with newly subm itted projects only)

Ll

Approved. No further changes are necessary.

L]

Modifications Required for Approval. Required modifications are detailed by reviewer are
required with any additional modifications or comments indicated below.

Ll

Defer for Review by the Convened Board. Reaéons for Deferral are indicated below.

Required Modifications for Reasons for Deferral:

Signature of Co-Chair Date
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Reviewer Checklist for Centl‘al

Continuing Review (PI/SC
Appl ication) VA Institutional Review Board for Multisite Studies

Project and Reviewer Identification (7o be completed by VA Central IRB Coordinator)
VA Central IRB Number

Title of Project

Type of Review [] Expedited [_] Convened Board

Principal
Investigator/Study Chair

Current Approval Interval Expiration Date:

Current Risk Level ] No more than minimal risk [_] Greater than minimal risk

Reviewer

D Primary DSecondary |:| Ad Hoc

Review Assignment If the assigned reviewer has a Conflict of Interest, do not proceed.
D Check this box and return this form to the VA Central IRB
Coordinator for this study.

Section 1: Principal Investigator/Study Chair General Information

YES | NO | N/A

1. Has there been any change in the status of the Principal
Investigator/Study Chair or PI/SC study team (e.g., additions or removal) O]
since the most recent approval of the project?

2. Has new information been received since the most recent IRB approval of
the project that changes the Principal Investigator/Study Chair’s expertise (|
to conduct or complete the project?

3. Are there any potential conflicts of interest that have been identified and
submitted with this Continuing Review application by the PI/SC?

Note: If potential conflicts of interest have been submitted with the
Continuing Review application, a copy of the determinations made by the
local facility must also be included.

Comments:

Section 2: Continuing Review Issues

YES | NO | N/A
1. Has participant enroliment exceeded the number of participants approved | 0 0
for this project?
2. Have any participant recruitment issues or complaints been submitted by 0 O -
the PI/SC that require additional action by the VA Central IRB?
3. Have there been any DSMB reports submitted with this Continuing 0 0 ]
Review application or since the last approval of this project?
If yes, are there issues within the DSMB reports that require O O
additional action by the VA Central IRB?
VA Central IRB Form 114a Page ]l of 5
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_—

Have there been SAEs, unanticipated problems, or adverse events

submitted since the last approval of this project? O
If yes, are there issues within these reports that require additional 0
action by the VA Central IRB?
5. Has any new information been received since the last approval of this
project requiring additional action by the VA Central IRB that impacts the 0
potential risks or benefits associated with this study or the willingness of
participants to enroll or continue in the research?
Comments:
Section 3: Informed Consent and HIPAA Authorization Issues
YES | NO | NA
1. Is the PI/SC requesting changes in the informed consent process or 0 0 ]
documentation of HIPAA authorization?
If changes have been requested, are the changes appropriate? O O
If changes are appropriate, is reconsenting or notification of previously 0 0
enrolled and/or currently enrolled participants required?
2. Are there additional revisions to the informed consent document or HIPAA
authorization required because of changes in policy or applicable 0 0 0
requirements (e.g., record retention language in the informed consent and
HIPAA authorization)?
Section 4: Evaluation of Additional Information Submitted by PI/SC
YES | NO | N/A
1. Is the PI/SC requesting approval of modifications or amendments with 0 0
this continuing review application?
If so, is approval of the requested modifications or amendments ] 0
appropriate?
2. Didthe PI/SC report any preliminary observations, interim findings not
included in a DSMB report, literature, or other information about 0 0J
presentations or publications applicable to the approved project requiring
action by the VA Central IRB?
3. Isthere any other supplemental material in the PI//SC's continuing review
application (e.g., audits, correspondence from sponsor) not previously O O
referenced requiring action by the VA Central IRB?
Comments:
VA Central IRB Form 114a Page2of 5
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Section 6: Summary of Issues After Review of Local Site Investigator Applications

YES

NO

N/A

Following review of the Local Site Investigator Continuing Review
Applications, are there trends or commonalities in the reasons
participants withdrew from the approved project requiring action by the VA
Central IRB?

O

O

Following review of the Local Site Investigator Continuing Review
Applications, are there trends or commonalities in reported protocol
deviations or violations requiring action by the VA Central IRB?

Following review of the Local Site Investigator Continuing Review
Applications, are there trends or commonalities in reported unanticipated
problems involving risks to subjects or others or adverse events requiring
action by the VA Central IRB?

Is there new information reported in a Local Site Investigator Continuing
Review Application (e.g., RCO audits) that requires action by the VA
Central IRB for the PI/SC and/or all participating site investigators and
coordinating centers?

Do you recommend independent verification (e.g., audit) of this project to
ensure that no material changes have occurred? If so, indicate why in the
comments section below.

Comments:

Section 6: IRB Approval Criteria

The following are the IRB Approval Criteria. Please check whether each
criterion is still met for continued approvali.

YES

NO

N/A

1.

Risks to subjects are minimized: (i) By using procedures which are
consistent with sound research design and which do not unnecessarily
expose subjects to risk, and (ii) whenever appropriate, by using
procedures already being performed on the subjects for diagnostic or
treatment purposes.

Risks to subjects are reasonable in relation to anticipated benefits, if any,
to subjects, and the importance of the knowledge that may reasonably be
expected to result. In evaluating risks and benefits, the IRB should
consider only those risks and benefits that may result from the research
(as distinguished from risks and benefits of therapies subjects would
receive even if not participating in the research). The IRB should not
consider possible long-range effects of applying knowledge gained in the
research (for example, the possible effects of the research on public
policy) as among those research risks that fall within the purview of its
responsibility.

Selection of subjects is equitable. In making this assessment the IRB
should take into account the purposes of the research and the setting in
which the research will be conducted and should be particularly cognizant
of the special issues in research involving vulnerable populations, such as
children, prisoners, pregnant women, mentally disabled persons, or
economically or educationally disadvantaged persons.
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4. Informed consent will be sought from each prospective subject or the
subject's legally authorized representative, in accordance with, and to the
extent required by §16.116.

Note: §16.116 is the Common Rule requirements for general
requirements of informed consent, including the requirement to provide 0O
each subject with the basic elements of informed consent as well as
additional elements of informed consent as determined by the IRB. This
section of the Common Rule allows an IRB to waive or alter the basic
elements or informed consent or waive the requirement to obtain
informed consent if specific requirements are met.

5. Informed consent will be appropriately documented, in accordance with,
and to the extent required by §16.117.

Note: §16.117 is the Common Rule requirements for documentation of
informed consent. Informed consent must be documented through the 0O
use of a written consent form approved by the IRB and signed and dated
by the applicable individuals are described in VHA Handbook 1200.05
unless the IRB determines specific requirements are met to approve a
waiver of documentation of informed consent.

6. When appropriate, the research plan makes adequate provision for
monitoring the data collected to ensure the safety of subjects. O O

7. When appropriate, there are adequate provisions to protect the privacy of
subjects and to maintain the confidentiality of data. O O

8. When some or all of the subjects are likely to be vulnerable to coercion or
undue influence, such as children, prisoners, pregnant women, mentally
disabled persons, or economically or educationally disadvantaged O O
persons, additional safeguards have been included in the study to protect
the rights and welfare of these subjects.

Comments:
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Section 7: Reviewer Recommendation or Decision (for Studies Undergoing Expedited
Review)

Please check a box under each heading as indicated.

The Continuing Review Frequency (check one):
[0 12 months [] 6 months [] Other:

Level of Risk (check one):

[0 Minimal Risk [l Greater than Minimal Risk

Please indicate one of the following:
For projects to be reviewed at a convened Board meeting:
[J Approval recommended to the convened IRB with no modifications.

(] Approval recommended to the convened IRB after minor modifications as described below are
approved.

(] Table. Major modifications are required as described below requiring additional review of
responses by the convened IRB.

[] Suspend or Terminate.

For projects undergoing expedited review

[ Approve by expedited review category . No maodifications required.
[J Modifications required for approval.

(] Suspend

O Project submitted for expedited review, but defer for continuing review by the convened IRB.

Required Modifications or Reasons for Deferral/Suspension/or Termination (please list
below):

Reviewer Signature Date

VA Central IRB Form 114a Page 5 of 5
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Reviewer Checklist for VQ
Informed Consent

VA Institutional Review Board for Multisite Studles

Central

IRB

I. (To be completed by VA Central IRB Coordinator)

VA Central IRB Number

Title of Project

Principal Investigator

Reviewer

Initial Review[ ]

Go to Section IV and check the applicable box.

Continuing Review [ ]

If the assigned reviewer has a Conflict of interest, do not proceed.

Il. (To be completed by Reviewer)

Required Elements

<
m
(/2]

4
o

N/A

Is there a statement indicating that the project involves research?

Is there an explanation of the purposes of the research?

Is the duration of the participant’'s expected participation stated?

Is there a detailed chronological description of the procedures to be
followed?

Are procedures that are being done solely for the purposes of the
research identified as such?

Are procedures which are experimental identified as such?

Is the participant advised of any reasonably foreseeable risks or
discomfort that may occur as a result of their participation?

Are participants advised that there is also the possibility of unknown
risks?

Is there a description of any potential benefits to the participant or to
others that may reasonably be expected from the research?

10.

If there is no direct benefit to the participant, is this clearly stated?

11.

Are appropriate alternative treatments or procedures that may be
advantageous to the participant disclosed or if there are none, is this so
stated?

12.

Is there a statement describing the extent to which the confidentiality of
records identifying the participants will be maintained?

13.

Is there a detailed description of the procedures that will be followed to
ensure adequate privacy and security?

14.

For research involving more than minimal risk, is there a description of
what compensation may be available if an injury occurs as a result of the
research to include where further information may be obtained?

O (oyo0 (0O 0(0oc|ojgyojoyo|(a
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15.

Are points of contact provided for the participant to contact for answers to
questions about the research, research participant’s rights, and in the
event of a research-related injury to the participant?

O

O

—
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—

16.

Is at least one of the points of contact someone other than the
investigator or project team members whom the potential participant can
contact to verify the validity of the project?

17.

Is there a statement that participation is voluntary and that refusal to
participate or a decision to terminate their participation will involve no
penalty or loss of benefits to which the participant is otherwise entitled?

18.

Is there a statement that a veteran participant will not be required to pay
for care in a VA research project except for any applicable co-payments
unrelated to the research project?

19.

Does the informed consent document accurately convey the project
procedures described in the project documents?

Il. (To be completed by Reviewer)

Additional Elements (These must be included if applicable)

<
m
(7]

4
(o]

N/A

1.

Is there a statement that the particular treatment or procedure may involve
risks to the participant (or to the embryo, fetus, or nursing infant) if the
participant becomes pregnant during the course of the project?

Are the responsibilities of the participant regarding his/her participation
spelled out?

Are any anticipated circumstances under which a participant’s participation
may be terminated by the investigator without the participant's consent
explained?

Are there any additional costs to the participant that may result from
his/her participation in the research and are these spelled out?

Are participants being offered payment for their participation? If payment
is being offered the following questions must be answered.

a. Is the payment reasonable and non-coercive?

b. Is there a description of how payment is to be made?

¢. Are there provisions included for pro-rating the payment if a
participant’s participation is terminated prior to completion of the project?

Are the consequences of a participant’s decision to withdraw from the
project adequately explained?

Is there a description for the orderly termination of the participant’s
participation?

Is there a statement that significant new findings developed during the
course of the research which may relate to the participant's willingness to
continue participation, will be provided to the participant in a timely
manner?

Is the approximate total number of participants involved in the project
specified?

10.

For projects involving genetic research, if a possible commercial product
or test may be developed as a result of the research, is there a statement
that the participant will not profit from any products or tests that might
result from use of their sample?

o (o o (oo ojo)p ool d
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1.

For research projects involving tissue banking, are all the following
requirements detailed in the consent?

a. Is the participant allowed the choice of deciding if the specimen will be
used for future research?

b. Is the participant informed whether any research results, based on re-
use of their specimen, will be provided?

c. Is there a clear statement as to whether the participant will be re-
contacted after the project is completed?

d. Is there a provision for the participant to request that all his/her
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specimens and all links to the clinical data be destroyed if desired?

12.

If the investigator is receiving payment to conduct the research and/or has
been mandated by the IRB or the Conflict of Interest Committee to
disclose any conflicts of interest, is this stated?

13.

Are appropriate HIPAA elements attached separately with the rest of the
project documents?

14.

if the participants are minors or have impaired decision-making capacity is
the signature block for the participant’s legally authorized representative
included?

J

O
O

15.

Is the form written in language understandable to the participants or the
participant’s legally authorized representative?

16.

Has a readability score been provided that is between the 6" and 8" grade
level or, in your opinion, is the readability level of the informed consent
document acceptable for the population to be targeted?

17.

Is the informed consent document free of exculpatory language?

18.

If the participant does not read or write English, is an appropriate
translation of the consent form provided?

oo o) 0O

oo o]0
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IV. (To be completed by Reviewer)

Administrative Requirements

<
m
w

4
(o]

N/A

1.

Is the consent form properly formatted in accordance with the approved
template, to include all required headers?

Is medical jargon avoided and are any and all technical terms explained?

Does the consent form use the second person (you, your, etc.)?

Is the potential participant clearly invited to participate and informed why
he or she has been invited to participate?

For research involving questionnaires, surveys, or interviews, does the
consent form provide an adequate description of the types of questions
that will be asked or topics that will be covered?

If a Certificate of Confidentiality is required for the project, does the
consent form state this, as well as providing a description of the extra
protection (and limitations to such protection) that is afforded?

Is the potential subject given a chance to discuss the project with the
investigator or other project team members and does it state that the
participant will be given a copy of the consent form after signature?

For amendments and continuing review applications, has the consent form
been adequately modified to reflect current procedures or is it still
reflective of current procedures?

o|o|o|o|ojajo|d
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Is there a statement describing the extent to which the confidentiality of
records identifying the participants will be maintained and a detailed
description of the procedures that will be followed to ensure adequate
security?

0

O
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V. Comments and Recommendations (To be completed by the Reviewer)

The reviewer must make a comment or recommendation below for any checklist item that was
marked “No” and specify the item number, i.e., I1.3. Continuation sheets can be attached.

The reviewer may also attach a marked up copy of the informed consent form or any of the other
project materials, i.e., advertisements, telephone scripts, etc., with any changes, edits, or
suggested wording. The reviewer should assign one of the following codes for each change:

1 — Regulatory 3 — Editorial Simplification 5 — Missing Material
2 — Editorial Clarification 4 — Inconsistent with protocol 6- Suggested Wording

IV. (To be signed by Reviewer and turned into the VA Central IRB Administrative Office)

Reviewer Recommendation (Check one)
[] Irecommend approval of the informed consent document with no changes.

| recommend approval of the informed consent document with the above recommended
O changes

0 I do not recommend approval of the current informed consent document and suggest a total
re-write be accomplished.

] I have a conflict of interest and am returning this form without making a determination.

Signature Date

Page 4 of 4
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Reviewer Checklist for
Amendments VA

VA Institutional Review Board for Multisite Studies

Project and Reviewer Identiflcatlon (7o be completed by VA Central IRB Coordinator)

Central

IRB

VA Central IRB Number

Title of Project

Type of Review [] Expedited [_] Full Board

PI/SC or LSI Amendment I:] PI/SC D LSl Site:

Amendment Number

Reviewer

Review Assignment

I:] Primary D Ad Hoc

Coordinator for this study.

If the assigned reviewer has a Conflict of Interest, do not proceed.
Check this box D and return this form to the VA Central IRB

Section 1: Amendmentlissues to be Considered

YES | NO [ N/A

1. Does the investigator give an adequate rationale for the changes 0 0 -
requested in the proposed amendment?

2. Have all applicable documents been submitted with the changes
incorporated to maintain consistency between the protocol, the VA Central ] 0 O
IRB Application, and any informed consent or HIPAA authorization
documents?

3. Does this amendment result in any change in the risk/benefit ratio for 0 0 O
participants?

4. Could these changes affect the willingness of participants to continue in O 0 O
the project?

5. Is there an adequate plan for informing the participant of these changes 0 0 0
and re-consenting of participants if required?

6. Does this change require a more frequent continuing review interval than O O u
is currently established for this project?

7. Does the study and/or study site still meet all IRB approval criteria? O O I

Comments:

VA Central IRB Form 120

Page 1 of 2

Reviewer Checklist for Amendments

August 4, 2009



Section 2: Reviewer Recommendation (Convened Board) or Decision (Expedited
Review)

Please check one of the boxes below in each of the headings as applicable:

Amendment Type
O Major ] Minor

Level of Risk (check one):

[J Minimal Risk [ Greater than Minimal Risk

Recommendation or Decision

For amendments to be reviewed at a convened Board meeting:
[C] Approval with no modifications.
[[] Approval after minor modifications as described below are approved.

[[] Table. Major modifications are required as described below requiring additional review of
responses by the convened IRB.

[[] Disapprove the amendment

For amendments undergoing expedited review
[0 No modifications required.
[0 Modifications required for approval.

[] Project submitted for expedited review, but defer for review by the convened IRB.

Modifications or Reasons for disapproval or deferral:

Reviewer Signature Date

VA Central IRB Form 120 Page 2 of 2

Reviewer Checklist for Amendments
August 4, 2009




Information Security Officer -\TACentral

VA Institutional Review Board for Multisite Studies

(1SO) Compliance Review

This form is used by the Information Security Office Representative of the VA Central IRB
to document their review of human subjects research in accordance with VHA Directive
2007-040.

Interim Review Final Review

Section 1: Protocol Identification (To be compieted by VA Central IRB Coordinator)
Title of Protocol:

VA Central IRB Number:
Principal Investigator:

Name of Reviewer:

Section 2: Documentation of Review (To be completed by VA Central IRB
information Security Office Representative)

The VA Central IRB Information Security Office Representative must check one of the
below boxes.

[] | certify that | have reviewed the above protocol. All policies and procedures described meet
VA and other regulatory requirements for access, maintenance, transmission, and storage of
sensitive research data to include the following:

1) The investigator adequately explains how information will be protected during
transmission.
2) If information will be stored outside of the VA network, the investigator includes all
required protections in the explanation of how the data is to be stored.
3) The investigator has indicated the appropriate knowledge of incident reporting
procedures in the event information or equipment is lost, stolen, or misplaced.

[J | certify that | have reviewed the above protocol. | have the following concerns regarding the
policies and procedures described for the access, maintenance, transmission, and storage of
sensitive research data.

Comments:

Signature Date

Page 1 of 1
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Privacy Officer mCentral
IRB

VA Institutional Review Board for Multisite Studles

Compliance Review

This form is used by the Privacy Office Representative of the VA Central IRB to document
their review of human participants research in accordance with VHA Directive 2007-040.

interim Review Final Review

Section 1: Protocol Identification (7o be completed by VA Central IRB Coordinator)
Title of Protocol:

VA Central IRB Number:

Principal Investigator:

Name of Reviewer:

Section 2: Documentation of Review (7o be completed by VA Central IRB Privacy
Officer Representative)

The VA Central IRB Privacy Officer Representative must check one of the below boxes.

[] 1 certify that | have reviewed the above project. All procedures described meet VA and other
regulatory requirements for access, maintenance, and storage of protected health
information.

(] | certify that | have reviewed the above project. | have the following concerns regarding the
procedures described for the access, maintenance, and storage of protected heaith
information.

Comments:
Signature Date

Page I of
VA Central IRB Form 123
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Member Pre-Meeting Project -\TACentral
IRB

Review Instructions

VA Institutional Review Board for Multisite Studies

The agenda and project review packages for the VA Central IRB meeting
scheduled for the date and time indicated on the agenda are available on the
SharePoint meeting site. If you are unable to attend this meeting, either in person
or via audio or video conference, please immediately inform the VA Central IRB
Administrator at 202-461-1813.

Instructions for all members

M A draft meeting agenda and all the project materials that will be reviewed at the
upcoming VA Central IRB meeting are available on the SharePoint site. If you
cannot access the site, please call the VA Central IRB Administrator inmediately
at 202-461-1813.

M Please review the agenda to determine if you have been assigned as a primary,
secondary, or an informed consent reviewer for the purposes of presenting the
project at the meeting. If you have, please also reference the additional
instructions for these assignments.

M As a VA Central IRB member, you are required to review all materials prior to the
meeting in sufficient depth to discuss the information at the convened meeting
and make an informed decision on whether to approve the research.

M A VA Central IRB Form 127, Conflict of Interest Declaration (VA Central IRB
members) is also being provided. This must be turned in at the meeting or, if
you are participating via audio or teleconference, faxed to 202-254-0162 or
sent by encrypted e-mail the Meeting Coordinator prior to the meeting.

M Al project documents, whether in paper or electronic form, must be keptin a
secure manner in accordance with VA requirements for maintenance of sensitive
information. Hard copy documents can be turned into the VA Central IRB staff
after the meeting to be shredded.

M For further guidance, members should consult the VA Central IRB Administrative
staff or review the VA Central IRB SOPs on the VA Central IRB website at
http://www.research.va.gov/programs/pride/cirb/default.cfm.

See next page for additional instructions for assigned reviewers, and the Privacy
Officer and Information Security Officer representatives.

1 Member Pre-meeting Review Instructions
Updated: March 24, 2010



Instructions for Assigned Reviewers

M Reviewer assignments are indicated on the agenda. The applicable reviewer
checklist has been included in your package for each project for which you are
assigned as a reviewer. The project identification and reviewer assignment
part of the checklist has already been completed for you.

M it you have a conflict of interest concerning a protocol to which you have been
assigned, please immediately notify the VA Central IRB Coordinator.

M Use the checkiists to conduct your review. Complete the checklists and turn
them into the VA Central IRB Coordinator prior to or at the meeting.

M All reviewers, to include the 1SO and Privacy Officer, may contact the Pl in
advance of the meeting if they have any questions. A copy of this
correspondence or a summary of the telephone contact must be forwarded to
the VA Central IRB Coordinator. Reviewers may also contact the VA Central
IRB Coordinator with their questions for the investigator and the Coordinator
will contact the Investigator to obtain a response. This is highly recommended
in order to resolve or clarify issues prior to the meeting.

Reviewer Roles

Reviewers should use their applicable checklists as a tool and brief the Board on
all IRB approval criteria and any required modifications.

| Primary Reviewers should be prepared to lead the discussion of their
assigned projects during the meeting and to make recommendations. They
will be expected to brief the rest of the members concerning the scientific and
ethical issues of the research in regard to the use of human subjects and the
mandated federal IRB approval criteria. The Primary Reviewer will be
expected to make a motion regarding the approval of the project after it has
been discussed at the convened meeting.

] Secondary Reviewers will supplement the Primary Reviewer based on their
own in-depth review of the project and should also be prepared to discuss
concerns and make recommendations.

| Primary and Secondary Reviewers for new projects must also complete the
Informed Consent Reviewer Checklist but will not be expected to lead the
discussion on informed consent for the assigned project, although they should
give input as needed.

M The Informed Consent Reviewer for an assigned project will lead the
discussion concerning the content of the informed consent form to include
determining whether it contains all required elements, and recommending any
modifications.

M For the Information Security Officer (ISO) and Privacy Officer members, the
applicable review certification forms have been uploaded to SharePoint. This
must be completed and turned in prior to or at the meeting.

2 Member Pre-meeting Review Instructions
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VA Central IRB Meeting Agenda Tool {Date}

Regular Business — {Start Time}

Check Off

1. Attendance Taken (Phone and Quorum verified)

2. Conflict of Interest Statement by Chair and Turn-in of COIl forms

3. Review of Meeting Minutes of {Meeting Date}

4. Report of Expedited Iltems Reviewed and Approved

Review of Pl Application for {VA Central IRB #, Title, Pl} — {Start Time}

Overview

1. Primary and Secondary Reviewer Overview

2. Discussion of Issues—{List time of Investigator Call-in}

3. Risk Level [ ] Minimal Risk or [ ] Greater than Minimal

PI/SC Application Package {List as Applicable)

o Investigator COIl, CV, and training

VA Central IRB Form 108

VA Central IRB Form 108a

VA Central IRB Form 110 series

Protocol

Other vulnerable or special populations

o FDA or Tissue Banking Issues

Recruitment Materials

o {List various recruitment materials to be discussed}

Privacy and Security

1. PO Review and Certification Form

2. ISO Review and Certification Form

Informed Consent and HIPAA

¢ {List informed consent document, any waiver requests, and
HIPAA authorization form if applicable}

Questionnaires and Surveys

o {List investigator developed questionnaires and surveys — not
commonly used tests or surveys}

Board Decision

1. Motion for Board determination by Primary Reviewer

2. List and Summary of Requested Modifications

3. Has IRB approval criteria below been met?

Approval Criteria

e Risks to subject minimized?

e Risks reasonable in relation to benefits?

e Selection of subjects equitable?




IFC will be sought and appropriately documented?

Additional safeguards for vulnerable populations?

Data Safety and Monitoring Plan if required?

Privacy and Confidentiality protected?

COI managed? Investigators qualified?

What is the continuing review period?

Does medical record need to be flagged?

Other Admin Comments:

Call for a Second

©|0N|O»>

Vote Recorded




